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NA.TIONA.LASSOCIA.TION 
OFBEVERAGEIMPORTERS,IN~ 
30 COu-RTHOUSE SQUARE l SUITE 300 l ROCKVILLE. MD 20850 
TELEPHONE (z&O) 453-9998 l FAX (240) 463-9358 

March 5,2003 

Office of Information and Regulatory Affairs 
Office of Management and Budget (OMB) 
New Executive Office Building 
725 1 irlh Street, N-W., Room 10235 
Washington, DC. 20503 

ATTN: Stuart Shapiro 
Desk Officer for FDA 

RE: Docket No. 02N-0276 

Dear Mr. Shapiro: ’ 

These Comments are submitted on behalf of the Members of the National 
Association of Beverage Importers, Inc., (NABI). NAB1 is a national trade 
association that represents the interests of importers of beer, wine, and distilled 
spirits. NABI Members are responsible for the importation of a major share of all 
alcohol beverages that are imported into the United States. 

NABI Mlembers welcome this opportunity to provide comments to the Office of 
Management and Budget (OMB). The Paperwork Reduction Act of 1995 
subjects these proposed rules to review by OMB. We ask that OMB review these 
regulati(ons as they relate to the collection of information and the burden on large 
and small businesses alike. We believe that FDA is proposing regulations that 
are unnecessary for the proper performance of FDA’s functions and that they 
duplicate the collection of information already gathered by the Tax and Trade 
Bureau (TTB), formerly the Bureau of Alcohol, Tobacco and Firearms (BATF). 
FDA has failed to consider options that would minimize the burden of collection 
on respondents. 

In August of 2002, NABI was part of an alcohol beverage coalition that formed to 
respond to FDA’s request for comment by stakeholders as FDA developed 
proposed regulations implementing the provisions of the “Bioterrorism Act of 
2002.” The coalition submitted comments to FDA on August 30, 2002. (See 
attacheel Exhibit No. 1) In that comment, the coalition argued that FDA should 
not propose regulations that would duplicate regulations already in place and 
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administered by other agencies. We believed then, and continue to.believe now, 
that the ITS collects all of the information that would be necessary for FDA to 
carry out its responsibilities under the Bioterrorism Act of 2002. 

We urge OMB to insist that FDA not propose or adopt any regulations that would 
be duplicative of regulations already in place and administered by other Federal 
agencies. In that regard, Sections 302 (c) and 314 clearly contemplate and 
direct the efficient use of government resources to effectuate the goals of this Act 
and to facilitate its implementation by a clear allocation of federal agency 
activitiles. The Congressional Record is evidence of such intent. 

The Senate proposal authorized the Secretary to require the maintenance and 
retention of other records relating to food safety in consultation with other Federal 
departments and agencies that regulate food safety. (148 Cong Ret H 2685.) 
Since the Secretary had authority under Section 701 (a) of the FFDCA to issue 
regulations for the efficient enforcement of the Act in combination with other 
provisions, the Senate proposal was not adopted. (148 Cong Ret H 2685.) 

The House also advocated close coordination with other Federal agencies, such 
as U.S. Customs Service, in implementing the notice requirement with a goal of 
minimizing and eliminating unnecessary, multiple, and redundant notifications 
(147 Cong Ret E 2388) and encouraging simplicity and cooperation with respect 
to the registration requirement, reducing papeMrark and the reporting burden on 
facilities (147 Cong Ret E 2388.) Therefore, Congress recognized that the Act 
called upon functions of other Federal agency activities and intended to 
coordinate, rather than duplicate, such functions. 

Understanding the need to immediately obtain information relating to foods 
imported or offered for import into the United States in reaction to a crisis, NAB1 
urges the FDA to implement a coordinated strategy with other Federal agencies 
that have established regulatory measures governing beverage alcohol. This 
clear allocation of Federal agency activities, such as TTB and Customs vis-B-vis 
their respective regulatory schemes governing beverage alcohol, will best utilize 
the procedures and processes already in place to most efficiently “develop a 
crisis communications and education strategy with respect to bioterrorist threats 
to the folod supply’ -the stated purpose of Title Ill of the Act. 

The Secretary is required to establish registration requirements for specified food 
facilities by regulation necessary far effective enforcement. Congress 
encouraged efficient operation of the registration requirements and grants the 
Secretary the ability to exempt certain facilities from the requirement of 
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registration (148 Cong Ret H 2685.) NABI urges the FDA to accept the current 
permit system for beverage alcohol producers, importers, and 
wholesalers/distributors, thereby exempting such facilities from registration 
requirements. The current permit system is far more restrictive and grants the 
government greater control than this Act. 

Requiring a producer, importer, or distributor of beverage alcohol to register with 
FDA under Section 305 would be a duplication of existing licensing and/or permit 
requirelments. Not only are producers, importers, or wholesalers/distributors 
required to obtain Federal permits, such facilities are also licensed and regulated 
by eacih State. Any applicant for a permit or registration with 77s must go 
through an extensive background and financial investigations review. Foreign 
producers can only import beverage alcohol through an entity that holds a 
Federal Basic Importer’s Permit. 

Further, the electronic filing directive set forth in Section 305(d) was borne out of 
the initiative to help reduce the paperwork and reporting burden, calling for a 
one-timte registration. (148 Cong Ret H 2685.) The goal of the one-time 
registrzition is accomplished by the regulatory scheme imposed by the TTB. 
Additional registration requirements imposed on the beverage alcohol industry 
would be duplicative, inefficient and costly, not only to the regulators but also to 
the regulated community. 

If, in the final analysis, it is determined that foreign facilities that manufacture, 
process, pack, or hold food for consumption in the United States must register, 
then FClA should propose a registration system that would allow U.S. agents to 
register the foreign facility. 

FDA considered eight (8) options in the NPRM. None of the options, however, 
contain an analysis of FDA accepting another agency’s permit system as a 
registration under the Bioterrorism Act. The cost of this option would be 
significantly less -for both government and industry - than the option that is 
being proposed by FDA. Under current law administered by TTB, the Secretary 
of the Treasury must find that the applicant for a permit to produce, warehouse, 
import, or wholesale an alcohol beverage has not, within five years of the 
application date, been convicted of a felony under Federal or State law; nor has 
the applicant, within three years prior to the application date, been convicted of a 
misdemeanor under any Federal or State law relating to liquor, including the 
taxation thereof. 
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The law also requires the Secretary of the Treasury to determine that the 
applicant, by reason of his/her business ‘experience, financial standing, or trade 
connection, is likely to commence business (operations) within a reasonable 
period of time and will maintain such operations in conformity with federal law, 
The Secretary of the Treasury must also determine that the proposed operations 
will not violate the laws of the State(s) in which they are to be conducted. While 
brewers are not required to obtain a permit, they must register with the TTB. It is 
obvious that the permit/registration system administered by TTB is far more 
comprehensive than anything currently proposed by FDA. Any FDA registration 
of domesticll1.S. importer alcohol beverage facilities would be redundant and a 
waste d government resources in addition to being a burden on the regulated 
industry. Clearly, the TTB permit system could easily be integrated into the FDA 
registration system. 

We will now address the questions asked by FDA as a result of the provisions of 
the Papenvork Reduction Act of 1995. 

Is the proposed collection of information necessary for the proper 
performance of FDA functions, includinq whether the information would 
have oractical utility 

As outlined in the above paragraphs, NABI Members feel that the proposed 
regulations are redundant and an unnecessary burden on the regulated industry. 
FDA did not consider an option that would have incorporated the registration 
systems of other Federal agencies. 

FDA is proposing to require more information from the registrant beyond that 
mandated by the Bioterrorism Act. The volume of the information alone brings its 
utility inlto question. FDA has not justified its need for the information, especially 
in light of the fact that it, in our view, is a redundant collection. 

2) The accuracv of FDA’s estimate of the burden of the proposed 
collection of information includina the validitv of the methodolooy and 
assumptions used 

We believe that FDA has grossly underestimated the number of 
respondents/registrants. It is impossible to tell from reading the NPRM just how 
FDA arrived at the number of 205,405 respondents (see Table 48.) Does that 
number include the thousands upon thousands of small vineyards that also 
produce a small quantity of wine, hoping that they will get a chance to sell it in 
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the United States? The number shown in Table 48 appears to be unreasonably 
low. The total burden hours shown by FDA is also probably very inaccurate 
because the number of respondents that FDA shows in Table 48 is wrong. 

3) How can the aualitv, utilitv and clarity of the mateilal be enhanced 

It can be enhanced by reducing the duplication caused by FDA’s attempt to 
establish a “stand alone” registration system. FDA should rely on other agencies’ 
permit/‘registration systems that have setved the government’s needs well for 
many years. 

4) How can the burden of collectinq information on respondents be 
reduced 

As it relates to the alcohol beverage industry, most of the information required 
under the Bioterrorism Act is already on file with the lTB. In fact, BATF 
submitted a detailed memo to FDA describing its permit/registration scheme. A 
copy of’ the BATF memo is attached (See attached Exhibit No. 2) for your ready 
reference, It would appear, from reading the NPRM, that FDA completely 
ignored the alcohol beverage industry letter on this issue and the BATF memo. 

NABI has many small members. These small companies will undoubtedly have 
to retain lawyers, consultants, or customs brokers to help them comply with the 
proposed regulations. The costs for that professional assistance will certainly 
exceed the $58 to $83 estimate of FDA. The proposed rule will cause many 
small cclmpanies, both in the United States and in other parts of the world, to 
deal with complex government regulations. They will undoubtedly need a 
considerable amount of professional help. 

CONCLUSION 

In summary, we ask that OMB insist that FDA coordinate with other Federal 
agencies to insure that duplication is avoided and that permit and registration 
systems of other agencies be incorporated into the Bioterrorism Act registration 
system. We see no reason, legal or otherwise, why FDA can’t deem the 
permit/registration systems of TTB to be registration also for the purposes of the 
Bioterrorism Act of 2002. 
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We thank you far this opportunity to comment on these proposed regulations. 
We ask that OMB use the powers vested in it by law to ensure that FDA 
regulations do not unnecessarily burden the private sector or negatively affect 
the economy, We stand ready to work with you at any time and to assist FDA in 
the drafting of regulations that meet the requirements of the law without placing 
an unnecessary burden on the regulated industry. 

If we can be of further assistance, please do not hesitate to call on us. 

’ 

Attachments (2) 

P. 007/018 

QGw* 
President - NABI 

8/30/2002, Joint Industry Comment 
BATF memo to FDA 
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August JO,2002 

Doc:kers Manqcment Brancl~ (IFA-305) 
Food and Drug Adminisration 
563 0 Fishers L,ane, Room 106 I 
Rockville, MD 20852 

RI.: (I) Seclion 303 - Docltct No. 02N-0275 (Derenrion) 
(2) Section 305 - Docket No. 02N-0276 (RegistTa[ian) 
(3) Section 306 - Dockci No. 02N-0277 (Recordkccping) 
(4) Secrion 307 - Docket No. 02N-0278 (Prior Notice) 

Dar Sir/Madam: 

Thc,undersigned :Irc a co:tlilion of trade associations (see An;~chmenl A) reprcscnfin& all 
cicrs of the bcvcrage 3Icohol industry. Members ofour associsrions are involved in fhe 
produnion, importation, clisI~ibulion/wllolcsalirl~ and retailing of beverage alcohol products fh31 
are sold throughout the Unircd Star=. 

On behalf of our respcclive members, we welcome Ihe opportunity LO provide iniliaf 
commtnts concu-ning [IIC Food and Drug Adminislntion’s (FDA) proaclivc cfrofls IO li:tise with 
the foods communib in implerncnting the provisions of chc Public 1~~11th Security and 
Biotcrrorirm Preparedness and Response Acr or2002 (Ax). WC FuJly support this FDA 
iniliative, which is desipcd co crate a focused rcgularory scheme tha[ does not unnecessarily 
duplicate exisling stiru!ory and/or regulatory rquirerncnts currcnlly in plnce. To [hat end, our 
comments focus upon how the direaives of the above-rcfcrenccd Sections of rhe Act already are 
mti and salisfied by the existing cxtensivc rcgullarory scl~cmc governing beverage alcohol. 

Since Lhe 133Os, the Bureau orAicohol,Tobacco and Firearms (RATF) 2nd its 
prcdccessor sgencics have rcylated the bcvcnge alcohol industry in terms of both imporf and 
domestic: trade.’ BATF has a comprehensive scf ofregulations Ihat governs the production, 
manufacture, imponarion, and distribution of bcvengc alcohol products. All persons engaged in 
the business of producing, importing and distributing bcveragc alcohol producrs in the Unired 
SKLI~CS must obtain 3 permit rrom BATF or bc regislcred with BATF. The beverage alcohol 
industry ZJSO is governed by an exfcnsive regulatory scheme 3dminisrcrcd by BATF, which, 
among other things, requires indusrry members ro strictly account for all produas. Simply put, 
rhc existing regularions enforced by BAJF more rhan sarisfy the provisions of this Act. 

’ See jientr& Feduril Alcohol Admirlislralion Acl, 27 U.S.C. 55 121-21 I, Inrcmal Revenue Code 26 
U.S C. $5 5001-5691. and Titlc27, Code ofFederal Rcgulalions. -_ _. ..- .- . . - 
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In addition, industry membas invblved in the producrion. imponation atid distribution of 
bc#eragc alcohol produasxe licensed by ach Stare in which rhey do business. Each Stare :I Iso 
has rcyla~ions that require rccordkeeping and mandate fhe ftling of periodic rcporrs of bcveragc 
alcohol producrs shipped into nod/or sold in 11x\t Smtc. Although excluded From Lhe scope of Ihe 
Act, bevcraec alcohol rctailcrs also arc licensed by ~hc S~arcs in which they do business. 

JheU.S. Cusroms Service further rcgulnrcs imporrcrs ofbeverage alcohol products. 
Importers must maintain records to esrablislr upon request that goods imponed have been 
clzrssificd correctly, taxes have been paid, and the imporrcr of record has complied with all 
rcgul:\tions specific:~lly tl&ing wirh bevcragc alcohol. Further, as discussed more rully below, 
Cusloms 1x1s several iniri:ltives in plxe, such 3s the Conrainer Security Iniliative, GI:IL requires 
extcnsivc inronrlalion ;1bout U.S. bound shipmcnls ar least 21 hours before ihe vessel sails ro the 
United Smrcs. 

We urge mA 10 avoid proposing or adopting rcguI:llions rhal would be duplicarive of 
regulations already in placc.and administucd by other federal agncics. In thar regard, Sections 

. 302(c) and 3 14 chrfy conrempl~~e and dhccl III; cfficicnt USC of govenunenr resources to 
effccnJnte lhc goa Is of this Act and 10 facilitare its implemcntarion.by J clt3r allocarion of f&era1 
ngenq xtivities. This clear alloc31ion of responsible action &-nong federal agcncics, such JS 
BATF and the Customs Service vis-&vis their ra’pective rcgularory schemes goucrnjng beverage 
:rIcohol, will best utilize rhe’proctdurer and processes nbady in pl:xe IO most eBiciently 
“develop a crisis communications and education strarcgy with respect to bioterrorisr threats LO 111~ 
food supply,” the sr.aIed purpose of l‘itlc 111 of the Act. 

Duplicative regulations and unnecessary regulations arc cosrly 2nd crm(e incff?cicncics, 
as well 3s spawn potential confusion wilhin (he tcgul~tcd community. Further, such mcasurcs 
impose unnecessary burdens upon reguiarors and (he regulated communiry and [hereby divert 
v:lluablr: rime and raourccs away from govemmenr and industry efforts to protect lhc food 
supply liom trioterrorist (fircats -- an objective that all of us fully suppon. 

Finally, we urge that chc resources and appropriations allocsrcd to impfcmen~ the Act bc 
;Ivail:lble to the federal agencies, such as BATF, that arc a critical componenr in effectuating its 
provisions. 1.n addition, such agencies also should have available the necessary rcsourccs and 
Funds to rnect various procedural elerncnu of r,hc Act, such as the electronic filing dircctivc ser 
forth in Section 305(d). 

The following arc our cotnmen~s regarding specific Sections of Ihe Act. 

Sccrion 303 - Administrarivc Delenrion 

No pcrsan can hold a kdenl permit IO produce, imporl or distribule bmerage alcohol if 
rllac person has been convjcrcc1 of 3 felony within five years prior to the date of spplicarion or 
wirhin three years of the date of spplication lo hzive been convicted of a misdemeanor rclnting 10 
beverage aJcohol. Without a permit, imponcrs, dis[iilers, vinmers, and distributors cannot 
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engage in &c beverage slcohol business. Permifs can be revolted or suspended for revisors 
’ specifkd in federal law. The current permir sy&m for bevcrhgc alcohol producers, importers 

and whoJesalersldis&~butors is far more rcstriclive and eives the govemmenr greale~ conrrol lhan 
nnjqhing contanplared in insranr Act. 

&!ion 305 - Rcaisfrarion of Food Facilirics 

Requiring a producer, importer, or dishibutor of beverage alcohol to rcgisrer with FDA 
wauld be a duplication of cxisring licensing and/or permir requirements. All importers, domestic 
producers and wllolesalcrs/distributors of bevcragc alcohol must obtain a pcrmii from r11c federal 
govcmmenl. While brebcrs are no1 rcquircd to obtain 3 permit, ~hcy must rcgisrcr with BATF. 
Any applicant for a permit or registration wirh BATF ITIUSI go through extu~Ge background and 
fin:mcinl investigations. Foreign producers can only import beverage :~lcohol through an cnti@ 
that h01& a federnl &sic Importer’s Permit. 

Section 306 - Main~~~~~lcc and Inspection of Records for Foods 

Under curt&f fedcrsf laws ,and regularions, imporfcrs, producers and distributors/ 
whol~zlers of bcvernge ;,Icoho’l must maintain “one up and one clownn records. During normal 
husincss hours, lhcse records must be kept and made avaihbJe for review by a federal officer. 
f‘hc objcctivcs of Section 306 are met or exceeded by currem BATF rccordkceping 
rccjulremcnts/reguJations. Any addilional recordkceping rcquircmen[ by FDA wouIcl be 
duplicative :lnd unnccessxy. 

Secrion 307 - Prior Notice of Jmpor-tcd Food Shipmcn( 

The U.S. Cusroms Service olrticly rcceivcs advance notice of the arrival ofa ship and of 
Ihe ship”s m:mifcst well in advance of ihe ship’s arrival. Given the Cusloms Service’s various 
securiry ini~;aGvcs, [here is no need for FDA to issue more regulations lhar would require 
somerhing already required by the U.S. Cusroms Scrvicc. For example, Customs is in the process 
of finalizing its new rcquircmennls that would require ocean carriers ;lnd non-vessel-operating 
common carriers 10 prescnr detailed cargo manifests 21 hours before 3 container is loaded onlo a 
ship. Shippers - food importers - play a crucial role in satis&ing these rquirernenu. 

The Cuslom’s cl~ccklist requh fiReen (15) information elements that arc far more 
detziled than the dircctivcs of the Acr. Tksc information clerncnts are: (I > foreign pot? of 
dcparcure; (2) carrier SCAC code; (3) voyage number; (4) date of sclxduled arrival in fust U.S. 
pan; (5) numbers and quantities from carrier’s maslcr or house bill of lading; (6) first por[ of 
loading, or Jirsl pan of raeip(, of the cargo by lhe inbound carrier; (7) J precise description (or 
the I-Ismoni~ed Tarifl Schedule numbers ifthc HTS classification is provided by the shipper) and 
weight of the cargo. or. if the container is sealed, rhc shipper’s declared description and weigh1 of 
the cargo (generic descriptions, specifically freight-all-kinds, general cargo, and STC (said 10 
conoin) are not acceptable); (8) shipper’s name and address, or an idcmification number, from 311 
bills of lading; (9) consignee’s name and address, or the owner’s or owners’ reprcsenrxjve’s 
name and acldrcss, or an idenrification number, from all bills of lading; (I 0) advise Customs when 
acrual boarded quanritics do not qua1 quantrtics indiwred on fhc relevant bills of lading (carriers 

_. 
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are not required 10 Serify quantirics in scaled contGncrs); (I 1) vfxsel name, national ‘flag snd 
vessel number; (12) foreign counny of origin where cargo is loaded onto vessel; (13) hawrdous- 
material indicaror; (14) container number (for containerized shipments); and (15) seal number 
affixed to container. 

Customs’ efforts LO improve security impose requirements beyond the dicfates sef foflh in 
the ACI. U.S. companies m)Jst educale their suppliers nor only about the new ma!lifcs! rules 
refcrcnccd above, but also about the Customs-Trade Partnership Against Terrorism (C-TPAT) 
and orher security mcasurcs. Altl~ough technically a volunbty program, C-VAT is becoming an 
industry sfa ndard. 

Conclusion 

In summary, we recommend tha[ FDA rnccl with other agencies [hat havergulations i\nd 
jurisdictions to govern rhc imporfalion, production alid distribution of bcvcragt :tlcohol in order 
IO co’ordinatc rcsponsibilitics. Such a liaison will avoid duplication of govcmment resources, 
governmcnl manpower and govcrnmcnl regblalion. WC submit (hat thissuggcsted course of 
action will enable the federal govemmeor and the food indusrry lo f&us their resources more 
efficiently and erfcctively upon cGorts what will cnhanccsecuriry aad will avoid un.necess;lry and 

.rcdundrrnt burdens that orhcnvise could be imposed upon borh enforcement and compliance 
Cff0I-U. 

Thank you for rhc opportunity IO prestnl our views concerning FDA’s xtions IO 
implement rhc Biorcrrorisrn Act. WC stand rady IO work with you ;I( any rime to assist FDA in 
rhe dcvefopment of implementing rcyla[ions that will rcsuh in rhc efficicnl and efl-xtive 
irnplemcnl.ation of this Act. lf WC can bc of any further assistance, plwse do not hesilafc to call 
on us. 
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ARachmmt A 

Rrriw DcCelle, Exccutivc Vice President & General Counsel 
Beer Institute (91) 
121 C SIreel, N.W., Suite 750 

,Washington, D.C. 20001 
(201!) 737-2337. (202) 737-7004 (fnx) 

C. h4. Wendell Lee, Cencrol Counsel 
Wine lnstirulc (WI) 
425 Market SITCC~, Suite 1000 
San Frrrncisco, CA 911 OS 
(4 15) 5 12-O IS I . (4 IS) +J2-07Q (6~;) 

Donald MacVcan, Executive Direaor 
l‘hc ‘Presidents’ Forum 
643 !jnow Goose Large 
hnnapolis, MD 2 140 I 
(4 IO: 349-1037 . (4 IO) 349-3316 (Lx) 

Ilobcn J. Maxwell, PresidcnJ 
National Association of Bevcrsgc Importers. Inc. (NAJ31) 
30 C01~1~1~0usc Square, Suite 300 
Rockville, MD 20850 
(240) 453-9998 (240) 453-9358 (fax) 

&II Nelson, Vice Prcsidcnl - Govcmmcnt Relations 
American Vinmers Associalion @VA) 
1200 C Strccl, N.W., Suilc 360 
Washington, D.C. 20005 
(202) 7J33-2756 . (202) 347-63112 (fax) 

Lynnc J. Omlie, Senior Vice Prcsidcnt 9r Genernl Cotmscl 
DistilJc:d Spirits Council ofme United Shades, Inc. (DISCUS) 
1250 Eye Streel, N.W. 
WasJiington. D.C. 20005 
(202) GR2-8821 - (202) 682-8888 (Lx) 

David K. Rehr, Presidcn\ 
National Beer Wholesalers Associarion (NBWA) 
I100 South Washington Srrect 
Alex3nclria, VA 223 11 
(703) 6831300 . (703) 683-8965 (fax) 

J-Iwry Wiles, Exe~utivc Director 
American Beverage Licensees (ABL) 
5 101 River Road, Suire 108 
Berlxsda, MD 20816 
(301) 656-11191 - (301) 656-7539 (fax) 

Craig Wctll: Gcrrcr.aJ Counsel 
Wine and Spirits Wholesalers of America, Inc. (WSWA) 
805 15* Stxcr, N.W. Suite 430 
Washington, DC. 20005 
(202) 37 I-9792 . (202) 789-2405 (fax) 

P. 012/018 
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Arrhr DeCck, Executive Vice President & General Counsel 
Beer Jnsriture 

C. M. We@1 Lee, General Counsel 
W he Inslirure 

Donald MxVcm, Executive Director 
The P&dents Forum 

Kobcrt I. Maxwell, Presidcot 
National Associ:~tion of Bcvcragc Irnporws, Inc. 

Bill Nelson, Vice Presidcnr - Governmenr Relnrions 
Amcricon Vinrners Association 

I,ynnc J. Omlie, Senior Vice President & Gcncral Counsel 
Distilled Spirits Council afd~c United SLZIICS, Inc. 

Dwid K. R&r, President 
Nalional Beer Whokszilcrs Associalion 

l-lorry Wiles, Exccutivc Director 
American Bcverqe Licensees 

Craig Wolf, General Counsel 
Wine and Spirils Wholesalers al” America, Inc. 

P.013/018 
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DEPARTMENTOFTHE TREASURY 
BUR&4U OPAJZOHOL TOBnCCOAND FIREARMS 

Washington, DC 20226 

80100U:CEC 

Augubt 30, 2002 

' Ns. Linda A. Skladany 
Senior Associate Commissioner for External Rclarions 
Food and Drug Administration 
5600 Fishers Lane (HF-10) 
Rockvillc, MD 20053 

RE: Public LJU 107-88, Docket Nos. 02N-0276, 
OZN-0277, and OZN-027B' 

Dear Ms. Skladany, 

This letter rcsgonds c0 your request for comments 
regarding Title III, Subtitle A of the Public Hca1th 
Sccurity,and Diaterrorism Preparedness and Response 
Act of 2002.' l?ubllic Lau 107-88, (the Act of 2002). 
The A& is directed at protecting the safety and 
security of the nation'b food and drug supply and 
cequircs in relevant part that the Food and Drug 
Admlnlstratj.on (FDA') impose certain registration, 
recordkeeping, and notice rfquirements to effect its 
purpose. The Bureau of Alcohol, Tobacco and Firearms 
(AI'F) regulates the alcohol beverage industxy and 
imposts many of the same requirements upon the 
industry that are scquired under the Act of 2002. 
Tl1.i 5 letter idcntifieu these requirements and 
eocouragcs collaboration between our respective 
agencies to avoid duplicntion of efforts and undue 
burden upon the alcohol industry. 

As background, section 305 of zhc Act of: 2002 [Docket 
No. 02N-0276) requires f,he registration of domestic 
and forcip food facilities. The registration must 
concain infonnzitian necessary to notify the Secretary 
of Health and llwnan Services (HHS) of the name and 
address of each facility, trade namer under which the 

P.014/018 
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address of each facility, trade names under which the 
facility conducts business and, when the Secretary of I 
HI-IS deems necessary, the general food category. 

Section 306 of the Act of 2002 (Dockot No. OZN-0277) 
requires the promulgation of rcgulatione to establish 
requirement5 for the establishment and maintenance of 
records needed to determine the immediate previous 
cources and the immediate subsequent recipients of 
food, which records woul.d"be kept for no more than two 
years. This sec,tion would authorize the Secretary of 
IWS to have access to these records when there is J 
rcasonab.le belief that:'an article of food is 
adultcrated and presents a threat of gcrious adverse 
health consequences or death to humane or animals. 

Fj.nally, section 307 of the Act of 2002 (Docket No. 
02N-027f3) .requires that the oun'er, importer, or 
consignee provide prior rioticc of imported food 
shipments. The notice must identify the article, the 
msnufacturcr and shipper, the grower (if known within 
the time within which notice is requlrcd under 
regulations), the country of origin, the country from 
which the article 'is shipped, and the anticipated port 
of entry. Providing thir notice is a condition of the 
article's admission into T;he United States. 

ATF-Enfor0f.d Stutatory Raqxxirwntn 

Registration of the Znduscry Member 

The Federal +l.cohol Administration Act (FAA Act), 27 
U.S.C. 203, and implementing regulations iin title 27 
C-F-R,, imposes many of rhe same requirements as Chose 
imposed under the Act of 2002. Specifically, like the 
registration requirements in the Act of 2002, the F7LA 
Act and implementing regulations provide that it shall 
bc unlawful, except pursuant to a basic permit issued 
by the Secro-cary of the Treasury, to engage in the 
business of importing, wholesaling, producing, 
blending, or rectifying alcohol beverages. The EAA 
Ac,c and implementing regulations identify the limited 
class of persons entitled to a basic pern~it and 
(condition the permit upon compliance with all Federal 
Jaws relating to alcohol- 27 U.S.C. 204. This 
requirement Ls Fntended to protect tbc integriry of 
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the industry by ensuring that only those persons who 
are likely to comply rich the law anter the industry. 

The basic permit approval process encails J multi- 
layered investigation of Che permit applicant,. 
involving verification of citizcnshlp or busincGG 
visas issued by the Immigration and Naturslits<ion 
Service, review of the applicant's business structure 
to discover any hidden ownership, and investigation of 
investors and owners thrdtigh multiple criminal 
databases ro discower crlmina.L histories and/or 
affiliations _ 

In sddition to cnsurihg the integrity of the regulated 
industry, the permit requirement, along w.ith labeling 
reqtiircments identifying the bottler or importer, and 
other required.xccords under the Internal Revenue Code 
of .1986 (IRC)’ (discussed beJ.ow], facilitatcs'the 

,tracing of product to the'responsiblc party 
(permittee) in cases of a problem with the product. 

**2c.q-. 27 C-IT-.R- 1.20-l-22, 4-35~1, and 24.300, et 
seq. In the case of imported producZs, while the 
foreign producer is not rcgistdred virh ATF, the . 
importer is routinely rcqui'rcd to produce letters from 
the foreign supplier about the product as part of the 
application process. 

We would also point out that State liquor control 
boards also require that pc.csons engaged in the 
alcohol beverage business obtxln a State license, and 
impose similar application standsrds, for engagi.n,g in 
business in this industry. An FDA regiLtration 
rcquiremcnc for domestic and foreign facilities 
producing alcohol beverages would appear to be 

'The IRC and inrplcmenting rcgulationa rcquirc chat porsans wishing 
to cntabliuh operationa aa a distilled ypi.riw plant (LISP], 
bonded vlnery (IW). 
operations _ 

or brcvcr mart also qualify to engage in such 
See. e. 27 C.F.R. Part 19 (DSPI , Subpart G: 27 

C.F,R. Part 24, 
(BrercryJ. 

SubpartD (KM); UXL 27 C.F.R. Part 25. subpart G 
The regulations cstabllah 3 rigorous application 

procco3, to ~llov JWF to evaluate the applicJnc*s likelihood to 
comply vith the law. 

2Whilc ChG legal citations in chia Ic~ccr refer to vine. a similar 
regulatory scheme applies to both diT2;illca splricz and nlal.r 
bewragc3/beer a3 veil (except that no permit is required for 
breucrz of malt beverages). 
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duplicative of existing registration requirements and 
unnecessary. 

Recordkeepinq 

The recordkeeping requiremknts required under se&ion 
306 of the Act of 2002 are similar in nature snd 
purpose to the recordkecping requirements under the 
IRC, 26 U.S.C. chapter r;i. The importer, wholesaler, 
producer, and blender of alcohol beverages are 
required to maintain records of production and 
importation- 27 CER &rt 21, Subpart 0 (wine); 27 CFR 
Part 13, Subpart W ldistilled sp.iritsI: 23 CFR Parr 
25, Subpart U (beer); 27 CE'R Part 251, Subpart I 
(imported distilled spirits, wine a'nd beer). These 

record keeping req-uiremcnts tire intended to ensure. 
that the tax due on the product is paid, or that the 
tax is not reimposed upon the product by vircuc of the 
mJnncr in which it is disposed. Therefore, rcquirad 
records t.rack the product from the point of produotion 
or impoxtation to its ultimate disposition. Thus, 
required &cords under the IW,alresdy establish the 
immediate previous sources and the immediate 
subsequent recipients OF the alcol~ol beverages, as is 
required by the Act of 2002. A requiremeni that the. 
same or similar information be ma#.ntaincd under FDA 
regulations would bc duplicative and unnecessary: 

Prior Noricc 

As indicated .>bove, section 307 of the Act of 2002 
requires prior notice describing the article, the 
manufac,turcr and shipper; the grower (if known), the 
country of origin, and the country from which Chc 
article is shipped. This inEorma.tion is also rcquircd 
under regulations implcntenting the FM Act. WhLle 
thcrc Is no formal -prior notice" requirement under 
!34A Act regulations, the information collection is 
essentially the same and serves the same purpose. 

In particular, the FM.Acc requires that industry 
nlembcrs apply for and obtain a certificate of label 
approvn1 (COLA) covering the bottled product before 
Che product is introduced into interstate or foreign 
commerce. The COLA, which is intended to cnsufe that 
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the product identifies the product in a non-deceptive 
way, must contain mandatory alcohol beverage label. 
information, which includes the brahd name of the 
product, the &ass and type designation, the alcohol 
content, the name and address of the bottler of 
packer (domestic product or impqrted bulk product: 
bottled in the United Ststcs)'or importar, and the 
country of origin. The COLA form3 ax valid 
indefinitely, provided the beverage content, label and 
importer remain the same:' 

SlgnificJntly, the Act of 2002 does not define 'prior 
notice' and leaves thc.amount of time required to 
satisfy "prior notice" to be established by 
regulation. Since an approved COLA form must be 
submitted to Customs at the port of entry as a 
condition of releasing the product (see, c-q., 27 
C-F-R- § a-10), we believe the'purpose of the prior 
notice requirement is fu1l.y sat.isficd. That is, the 
purpose of the prior notice requirement is to enable 
the Government to establish the identity and origin of 
the product prior to the product's importation into 
the country. The submission of the COW\ foqns .a3 d 
conditiawto'importacion satisfies this purpose. 

Other ATF Reuulation of the Industry 

In addition to the Jbove, ATF conducts periodic 
&sting of alcohol beverages and laboratory analyses, 
aE appropriate, EO ensure product integrity and 
compliance wixh applicable regularions. Numerous 
alcohol bcvcrage products will not be issued COLA 
forms without first performing a product evaluation at 
the A'I'F Laboratory. ATF conducts occasional alcohol 
beverage samplings, both targeted and random, testing 
the inllegricy and rcgulaeory compliance of alcohol 
beverage products on the market. ATF also 
investigates consumer complaints and, in consultation 
with the FDA, requosrs voluntary recalls of the 
product where a hcalrh concern is presented. 

P. 018/018 

After attending the Cons.tituent Roundtable: 
Xnteragcncies meeting on August 6. 2002, I followed up 
with a telephone call to Ms. Lcslyc M- Fraser, 
(AszoCidtc Director for Regulations, Office of 

Regulations and Policy), to discuss the informaTion 
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